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REMARKS 

Applicant would like to thank the Examiner for taking the time to discuss the subject case the 
afternoon of August 13, 2008 in which applicant's representative and the Examiner discussed 
teachings of cited art. 

Claims 1 to 52 were originally filed. Claims 16, 30 and 32 to 52 have previously been 
canceled and claims 53 to 68 were added. Accordingly, claims 1 to 15, 1 7 to 29, 31 and 53 to 68 
remain pending in the case. 

The Examiner states that the application contains patent application numbers that will have to 
be updated upon being allowed or abandoned. Applicant believes all application numbers currently 
needing to be updated as of the filing of this Response have been updated in applicant's paper filed 
January 22, 2008. 

The Examiner rejects the claims under 35 USC 1 12. first paragraph. This is an enablement 
rejection. The Examiner states that the specification does not reasonably provide enablement for any 

'tissue specific promoter" or a "heterologous polypeptide optimized for codon usage by an 

avian". Applicant traverses the rejection. 

Applicant believes that "tissue specific promoter" and "heterologous polypeptide... 
...optimized for codon usage by an avian" are Mly enabled by the specification as discussed in 
applicant's Response filed on January 22, 2008. 

The Examiner also states that the specification does not reasonably provide enablement for a 
transgene comprising "at least two nucleotide sequences each encoding a heterologous polypeptide," 
"that form a multimeric protein " that "specifically bind a selected ligand " that is an "antibody " and 
using BAC to obtain transgenic avians. Applicant traverses the rejection. 

The second sentence of Example 38 at page 108 describes the injection of two OMC24 
derived expression vectors carrying light and heavy chains cDNAs of an IgGl kappa monoclonal 
antibody (i.e., "at least two nucleotide sequences each encoding a heterologous polypeptide"). The 
paragraph beginning at the bottom of page 108 and spanning to page 109 describes that the human 
monoclonal antibody (hMab) purified from egg white was captured in microplates wells coated with 
the antibody's target antigen and the antibody-antigen complexes were quantitated using isotype- 
specific secondary antibody conjugated with alkaline phosphatase. The ability of the hMab isolated 
from egg white to bind its target antigen (i.e., a multimeric protein which binds a selected ligand that 
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is an antibody) is similar to that of the same hMab produced in mammalian cells, as demonstrated by 
the results of ELISA fluorometric assays shown in Figure 29, as is understood in the art 
Accordingly, since "at least two nucleotide sequences each encoding a heterologous polypeptide," 
"that form a multimeric protein," that "specifically bind a selected ligand," that is an "antibody" is 
described in the specification, claims 11, 12, 13 and 14 are enabled. 

OMC24 is a BAG vector containing an ovomucoid gene expression controlling region and is 
shown in and Fig. 24 (SEQ ID NO: 42), as is stated in the description of Fig. 24 at page 21 of the 
specification. Construction of the two BAG vectors is described in Example 37. Therefore, the 
specification enables the use of B AGs in accordance with the invention and claim 15 is allowable. 

The Examiner rejects claims under 35 USC 112. second paragraph as being indefinite for 
failing to particularly point out and distincdv claim the subject matter which applicant regards as the 
invention. The specific rejections are as follows 

The Examiner states that claim 6 is indefinite because the metes and bounds of a tissue 
specific promoter" are not defined in the specification or the art at the time of filing. Applicant 
disagrees with the rejection. A search of the USPTO patent database for "tissue specific promoter" 
in US patents issued between January 1 5 1985 and October 1, 2003, identifies more than 1400 
patents. Accordingly, the meaning of "tissue specific promoter" was well known in the field of 
molecular biology at the time of filing. 

The Examiner states that claim 9 is indefinite because the metes and bounds of a coding 
sequence that is "optimized for codon usage by an avian" are unclear and that the metes and bounds 
of such coding sequences cannot be envisioned, i.e., the structure of such coding sequences and the 
process used to optimize such coding sequences cannot be envisioned. Applicant disagrees with the 
rejection. A search of the USPTO patent database for patents containing "codon optimized" and 
"optimized for codon usage" and "codon optimization" and "optimized for codon usage" identified 
more than 1 60 patents. Accordingly, the meaning of "optimized for codon usage by an avian" was 
well know in the field at the time of filing and therefore methods to optimize for codon usage in a 
specific avian could easily be envisioned by a practitioner of ordinary skill in the field of molecular 
biology at the time of filing. 

The Rammer r ejects claims 1-14. 18-22. 25-27 and 31 under 35 USC 103fa^ as being 
unpatentable over Ivarie et aL US Patent No. 6.730.822 flvarie^l in view of Tanaka . Applicant 
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traverses the rejection. 

Tanaka goes into little detail in explaining specifics regarding the ovum transfer experiment. 
Applicant at best can only speculate on the specifics of Tanaka such as how the plasmids were 
introduced into the embryos in Tanaka. Accordingly, applicant cannot determine why Tanaka did 
not produce a viable transgenic avian hatchling. However, one thing that is clear is that the 
preliminary work of Tanaka was a failure. Therefore, Tanaka discourages or teaches away from 
producing transgenic avians by the introduction of DNA into avian embryos and implantation of the 
embryos into recipient hens because the resulting hatchlings in Tanaka did not contain the introduced 
DNA and accordingly a chick that tests positive for the transgene could not be developed to maturity 
in Tanaka, as is required in the claims. Accordingly, the combination of Ivarie with Tanaka would 
not succeed. 

The Examiner rejects claims 1-15 and 18-29 und e r the judicially created doctrine of 
nhvinusness type double patenting as being unrentable o v er certain copending patent applications. 

The Examiner rejects claims 1-15, 18-29 and 53-68 under the judicially created doctrine of 
obviousness type double patenting as being unpatentable over claims 1-17 of US patent No. 
7,3 8 1 ,7 1 2 in view of the disclosure of ' 7 1 2. Applicant traverses the rej ection, because for one thing, 
the '712 patent was filed after the present application and incorporates by reference the disclosure of 
the parent to the subject case, i.e„ application No. 10/251,364, now issued US Patent No. 7,312,374 
(see, column 14, lines 12-15 of the '712 patent). Accordingly, the rejection should be withdrawn. 

The Examiner rejects claims 1-15, 18-29 and 53-68 under the judicially created doctrine of 
obvi ousness type double patenting as being unpatentable over claims 1 -23 of copending application 
No. 1 1/337,361, in view of the disclosure of '361and over claims 1 -6 of copending application No. 
1 1/376,023, in view of the disclosure of '023 and over claims 1-7 of US Patent No. 6,730,822, in 
view of the disclosure of '822 and Tanaka. Applicant traverses the rejections. 

Each of these double patenting rejections are improper and should be withdrawn because, for 
example, the '361 application, the '023 application and the '822 patent do not involve the 
introduction of an injected embryo into a recipient hen and for the reasons provided above for 
nonobviousness under 35 USC 103(a) for Ivarie in view of Tanaka. Applicant notes that the '361 
application and the '023 application are continuation cases of the '822 patent (Ivarie) and contain the 
same disclosure as the '822 patent (Ivarie). 
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Mococ.usion.^Ucan.beU.vcsiha.pendta,^ 1 to 15, 17*29,31 and 53 to 68 mee, 
the ^ for Potability. appb<ant — * ** *• «— » 

„ Jowabie and rem*** B— « • paa, the abovcidentifreu W>— » 

^^tore^fbraubmi^^ 

any fees and credit any overpayment to Deposit Account No. 501729. 

Ifany issue s remain » bo addressed in this manor, which might be reserved by M 
Ure Earner is respectfrlly re,ueaed to call appUcants' undersigned counse. a. me number 
indicated below. 

Respectfully submitted, 




Kyle Yesland, 706-227-1 170, ext 233 
Attorney for Applicants 
Reg. No. 45,526 
AviGenics, Inc. 
Legal Department 
111 Riverbend Rd. 
Athens, Georgia 30605 
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